
is is in response TV yaw letter ~f~~cernb~r 12,2 to the Food and Drug 
A) p~suant to 21 U.S.C. 343(r)(6) (section 4~3(~)(6) ofthe ~~d~ra~ 
smetic Act (the Act)). 

CL *. . suppers heafthy 
the pr~arnb~~ to the January 6,200Q final rule on s~~~~~~~ctj~~ claims 
I. QQQ at f 018), FDA stated that claims about the mainte 

~~ester~~ Ievels did not necessarily constitute implied disease claims, We stated, 
wever, that because “many peopfe think of chofesterof solely in terms af the negative 

role of elevated ch~~est~r~l in heart disease,” in order to avoid implying that the product 
~r~v~~~ or treats heati disease, a ~h~~est~r~~ mai~t~na~c~ claim would have Ey 
that the product is only for maintenance ~fch~l~ster~~ kvefs that are akeady the 
normal range. The same @nciple applies to your claim abuut control of 

E; that is, a claim that does not establish that the claim is about b oo(j sugar that js ’ 
dy mythic normal limits implies that the product is intended to treat elevated blue 
or diabetes, which is a disease. 

21 U.S.C. 343(r)(6) makes clear that a stat~rn~~t ~nc~~d~ in ~abeljng under the 
ot claim to diagrrose, mitigate, treat, cure, or prevent a specific 

lass of diseases. The statement that yuu are making for this product suggests 
eat, prevent, or mitigate a disease, This cEaim not meet 

re~~~~rn~~ts of 21 .S.C. 343(r)(6). This claim suggests that this p t is inten fur 
use as a drug within the meaning af2 1 U.S.C. 32 I(g)(f)(B), and that it is subject to 

lation under the drug provisions of the Act. If you intend to make claims of this 
nature, you shaul contact FDA’s Center fur Dmg Evaluation and Research (CZAR), 
~~~~e ~~~urnp~ia~~~, FD-3 IO, 7520 Standish Place, Rockvifle, island 20855. 
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please ~~~ta~t us if we may be f tirther assistance. 

Sincerely, 

tion aIzd Research, 
C~~~ssi~~er for Affairs, 



I hereby ratify 
nutritional supple in the labeli 

e use of statements of 

utal ~ai~te~a~~e is an organic kosher he 
althy functiuning of i ortaat dy systems. Fenugreek, 

are popular herbs used centur by many diff~~~~t m&u 

ortant mineral that s~pp~~~ healthy blood glucose levels. Together these 
~~t~i~~ts fmrn a synergistic su~~l~~~~t that can be used year-round. 

est of my ~~wl~dgg, and based upon i~f~~ati~~ and b~~i~f~r~s~~t at the ti 
routing af this notice, I certify that the above i~f~~ati~~ is accurate and 

~UW Foods possesses S~bsta~tiatiQ~ that the state 
misreading. 

Jim R~za 
Director, Quality Assurance 
NOW Foods 


